DOE F 1325.8

United States Government 'De'partr%ent of Energy
- | Carlsbad Field Office

mem Orand um ! carlsbad, New Mexico 88221

DATE: August 28, 2003

REPLY TO

“atnor: CBFO: QA MN:GS: 03—2550 UFC 2300.00

SUBJECT: _Issuance of Correctlve Action Reports Initiated Durlng Audlt A-03 05

To:  Brian Edgerton, DOE-ID
Richard Cullison, DOE-ID

The Carlsbad Field Office (CBFO) performed Audit A-03-05 of the Idaho Natlonal
::nv:ronmental and :nglneerlng LaDOFHIOl'y (INI:I:L) /-\ovanceu iViixed Vasie
Treatment Project (AMWTP) on August 18 - 22, 2003. CBFO Corrective Action
Reports (CARs) 03-072, 03-073, 03-74, (_)3 075 03-076, and 03-077 are attached.

Please document on the attached CAR continuation sheets your proposed corrective
actions and a schedule for completion of CARs 03-072, 03-073, and 03-074 and
forward to me prior to the response due date identified in CAR block 14. Also
attached are the instructions for providing corrective action responses for your use in
preparmg the requured responses.

Please nrovrde the exneofed comnletmn dates of the r-nrrpctlve actions for CARs 03-

075, 03- 076, and 03- 077 by the response due date identified in CAR block 14 in
order that a closeout visit can be planned and scheduled

lf you have any questlons or comments, please contact me at (505) 234 -7483.

e MVWA

Martin P. Navarrete
Quality Assurance Specialist

Attachments

030835
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-Edgértoh‘/c;uu'ison

CG: w/attachments
A Holland CBFO

K. Watson, CBFO
R.Knerr, CBFO

E. Schwemsberg, BNFL
J. Wells, DOE-ID ‘
'E.Dumas, BNFL
‘M. Eagle EPA
E. Feltcorn, EPA
'R.-Joglekar, EPA

‘8. Zappe, NMED

S. Holmes, NMED
-S. Webb, EEG

D. Winter, DNFSB

J. May, CTAC

A. Pangle CTAC

K. Duhbar, WRES
-CBFO QA File

CBFO M&RC

*ED denotes electronic distribution
CBFO:QA:MN:GS:03-2550:UFC 2300.00

*ED
*ED
*ED
*ED
*ED
*ED
*ED
*ED
*ED
*ED
*ED
*ED
*ED

August 28, 2003
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CORRECTIVE ACTION REPORT

1, CAR Nos 03072 2. Activity Report No.: A-03-05 3, Page L of 3
4. . Controlling Document; MP-TRUW-8.8 Section 4.1, 8, CBFO Assessment Team Leader: Awietsed =
MP-TRUW-8.9, Section L], &12 M. 6&@’@?’&?}5
6. Regponsible Orgznﬁ'zatimu AMWTP ;?) CAQ Was Discussed Wit Fric Schweingberg, Blvin
nnas

8, Requirement that was vinlated: See continuation sheet

S Condition Adverse to- Quality:

AMWTP did not ensure that the bateh data reports (BDRS) were vomplate, Bee continuation sheet)

10, Suggested Actions (Optional): '

g, Significant CAQ _ (Yes or No): Yos
110, Work Suspension Recommended (Yes or No): No
11e. RCRA-Related (Yesor Nox Yes

114, At‘:wlerat_é&i Corrective Action Required (Vesor NoptNe

12, Types of Actions: Remediali X Investigatiyer X Raot Causer X Actions to Preclude Recurrenice:; X

13. CAR Initiator David I, Price . /A0l /) g A  Dates_8/26/03,

(4. Response Due Date:_9/30/2003 ' “orreetive Action Plan Required:  Yes

MW Py
Cgt fpidor® s : A

Caadiey Mﬁg;'a nee Manager V ae

".33 “p3 b NIA

Responsible Asslstand Managor Dt

16. ‘Corrective Actions Praposed by the Responsible Onga'lii:mticm: Use CAR Continuation Sheet

1. Aceeptinee of Proposed Corrsotive Actions:

... - Assessmyent Tenm Loager - Pate

18, Verification of Correstive Action Completion: (Usa CAR (}‘mnﬁuuéﬁmi Shéet)

194, Verilied By

Nawe . . - Pate

196, Trend Cause Code:

20, Closuroer_

, . ewwww—-wm
Quudity Assursgce Managee : Hate
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CBFO CORRECTIVE ACTION REPORT

{continuation shéet)

1. CAR Noa 03-072 | 2, Activity No.: A-03:05 |3 Page_2 of_ 3.

AR

Block #8 1 Requirement that was violated:

WIPP WAP Section B3-10b (2) states: - ‘ - . \

“The Site Project Manager Review is the final validation that all'of the data contained in Batoh Data Reports ave been properly
reviewed us evidenced by signature release and completed checklists. One hundred percent of the Batch Data Reports must have Site
Project Manager signature release. The Site Project Manager signature release must ocour as soon a8 practicably possible afier the Site
Project QA officer signature relense in order to determine and correct negative quality trends in the sampling or analytical provess.
However at-a minimum, the Site Project Manager signature release must be petformed before any waste associated with the data
reviewed is managed, stored, or disposed at WIPP, This signature release nust ensure the following: ‘

The Site Project Manager or designee shall determine the validity of the drum age cviteria (DAC) assignment made at the data
generation level based upon an assessment of the data collection and evaluation necessary tomake the assignment. Data generation
level independent technical, technical supervisoty, and QA officer (or designes) review, validation, and verification have been
performed as evidenced by the completed review checklists and appropriate signatare refeases! Batch data review checklists are
somplete. Batch Data Reports are complete.and data are properly reported (e.g., data are reported in the corvect units, with the correct
numiber of significant figures, and with qualifying flags). Verify that data-ave within established data assessment criteria and meet all
applicable QAOs (Section B3-11),” ' :

WIPP WAP Section B3-10b (1) states: L -

“The Site Project QA Officer review ensures that the Batchi Data Reports received from the data penetation level is complete, valtidates
and verifies that the QC checks were done properly and teet program criteria, and ensures that the QAOs have been met. One Inmdred
percent of the Batch Data Reports must receive Site Project QA Officer signature release. The Site Project QA Offfcer sighatiure relense
st oceur 4§ soon as practicably possible in-orderto determine and correct negative quality trends in the sampling or analytical
process, However at o minimumy, the Site Project QA Officer signature release must be performed before any waste nssociated witli the
data reviewed is managed, stored, or disposed at WIPP, This signature releass must ensure the following:

|| Bateli Data Reports are complete and data ave properly reported (i.e., data are reported in correct units, with correct significant figures,
and with correct qualifying flags). Sampling bateh QC checks (e.g,, equipment blanks, field duplicates, field reference standards) were
properly performed, and meet the established QAOs and are within established data usability criteria. Testing batch QC checks (e.g.,
replicate scans, mieasurement systetn ciecks) were properly performed. Radiography data are complete and acceptable based on
evidence of videotape review of one waste container per day or onee per testing batch, whichever is less frequent, as specified in R1-3b
(2). Analytical batch QC checks (e.g., Inboratoty duplicates, laboratory blanks, matrix spikes, matrix spike duplicates, laboratory
control samples) were properly performed and meet the established QAOs and are within established data usability oriteria, Ou-line
‘bateh QC checks (e.g., field blanks,.on-line blanks, on-line duplicates, on- line control samples) were properly performed and meet the
established QAOs and are within established data usability criteria. Proper procedures were followed to ensure representative smpplos
of headspace gas and homogenious solids and soil/gravel were taken,”

: W~TRUW«8.‘8 Section 4.1.1 'étatgs: : : . o . o
“The ITR ensutes by review of the raw data that data generation and reduction are technically ootrect; caleulations-are verified correct;
deviations are documented and QA/QC results are conplete, documented correctly, and compared against appropriate criteria”

MP-TRUW-8.8 Section 4.1.3 states: , o e
*The T8 review ensutoes that the ITR was performed completoly, that the Batch Data Report is complete, and verifies that the results are
technically reasonable.” : . o :

MP-TRUW-8.8 Section 4.1 states: _ : e ,
“The DGL QA review ensures that the Batch Data Report is complete, that QC checks mest the acceptance criteria, and that the

appropriate QAOs have been met.”

'MPATRUW-8,9, Section 1.1 states:

“The SQAO review ensures that the Batch Data Report received from the data generation is complete, validates, and verifies thas the
QA checks were done properly and ensures that the QAOs lave been made.” :
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CBFO CORRECTIVE ACTION REPORT

(continuation sheet)

1. CAR Noo 03072 R Activii& Nou &03&)5 ) 3 Page 3. ol 3,

Block #8: Requirement thiat was violated:

MP-TRUW-8.9, Section 1.2 states: (
“The SPM Review ig the final validation that all of the data contained in Batch Data Reports have best properly reviewed ns svidenced
by signatuee release and completed chocklist.”

“Uhe reviews act as the complete data validation sumpsary.”

Bloek # 9 1 Condition Adverse to Quality (continued)

BDRs were printed from the AMW‘! P st’m Tracking Svatmu (WTS), The BORs were mcamplvic dueto the fact that some data
fields had information trancated during the printing process, AMWTP personnel performed data generation and project level validation
and verification. The Site Project QA Officer and the Site Project Manager signed checklist and mchwdual pages that constitute the
record copies within the BOR. Thig action resulted in: AMWTP approving and authenticating incomplete quality records




CORRECTIVE ACTION REPORT

1. CARNo.: 03-073 ' 2. Activity Report No.: A-D3.08 3. Page 1 of 2

4, Cantrolling Docoment: INST-O13, Rev. (3 5. CBRO Assessment Team Leadett Amid ol B ‘E’“;g

6. Responsible Organization: AMWTP T CAQ Was Discussed With: Um;{m Col hy Tssse
Melton

1's. lf(,eqmrmwﬁt thad was vital:md,

INST-QL-13, Rev, 13, Section 4.1.4.1 states that ™. internal standards are added to every unalysis to serve as @urtogam and
Section 4,13 Lstates “Internal standards (ISTDg) ave tntroduced into the GO system atthe injection port.. ’]he ISTDs ha% 0% tu
130% Rxﬁcmrery Limit and # Rete ution Time Limit of 4 0.4 minutes.”

9, Condition Adverse to Qualitys

|| AMWTP did not monitor T$TDs (used as surrogates) retention times or recoveries In vilation of procedure INST-OL13,

10. ﬁuggéméd Actions (Optional): None

11a. Significant CAQ. | {Yes or No} No

|| 1. ¥ %r'k suspmmu Recommended {Yes or Nojyr Mo
116 RCRA-Related . : {Yesor Noy: Yes

LI Accelerated Cor wctiw Action Mquired {Yes or Noy No

12. Types. M’ thnsx Remedinl X (mfﬁf»tng%iiw. X Root. (Amsa XK. Actiongto Mmlude Recurrenver X .,

:13 umlmtmmr» N, kranggw‘veuac BN 2 N Date:  Jasis

14. Rewunw mw mu 9!“&0/63 Correetive Action Plan Required:  Yes
Reiuired Corrective Action (Zompi' ton Date: NA
5. mCmmwrwcz 73)/) m/ AN . B2 28:0 - S _NIA -
Aaw&«mwm Tenm Lmder Date Responsibile Asslatant Vinsger Date
S NIA _ ‘
;‘ o Qv‘aiiw Assyrance Mnmu;er o mw

16, Com‘ectwa Auimw Pmyt&xed by { e Re@pmk&uhle f)rgammiimu Use (LAR C,ozltimmtron Sheet

17, Aewpmw& ﬁif 1’ *opased Cor l‘ﬂcmf{" Mtimw

‘-Mscssmam;Ianm-‘lfcader S S Date

18, ¥ eri.ﬁit:atiau of Corrective Actlon Completion: (Use CAR Continuation Sheet)

190, Verified By: ‘ ,
‘ © Nome ) Trate

195, Trend Cause Code:_

2, Closures

Cuality Assurange 'M’anagex* Prate
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CBFO CORRECTIVE ACTION REPORT

'(continuafioh sheet)

1. CAR No.: 03073 o 2. Activity No. A-03.05 3 Page_ 2 of 2
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CORRECTIVE ACTION REPORT

1. CAR No. 03-074 \ 2 Activity Repore No; Am!:)3 05 3, Page 1 of 2

4, Controlling Document: INST-01-12 , ' 5, Cfl?-l{“() Assessment Team Leader; “Ae o,
; : : SE A e 2804

6. I{espmlsible Osrganization: A ‘ Sy O ¥ AQ Was Discaysed ’With' Gina Tedford

8. Requimment tlmt was viointed~ , '
INST-01-12, Section 4,7, 3.3.8, Note 2 “Not all fteras found-in wafsw containers are ad&r@ased by this- mslmptmu Any itemg
- found that are not isted in the Waste Material Ttem List shall be identified and documented using best judgment of the OT,
This shall bie dﬁcumeﬁted {n the commierds section of The WTS scrgon, ”

9, Condition Aﬂvers& L] Quality* : . .
AMWTP isnot recording an nwentﬂry of waste itetiis in the comment seetion of the WTS RTR screen as requited by INS-OF-
12, :

1| 0. Suggested Actions (Optional) ‘.

‘Ila. Signifieaai CAQ -{Yes or Noys No

11 Work Suspension Recommended (Yes or No): No
1le. RCRA-Related . (Yes or No)t Yes

| §EH Aetzelamte&l {;‘nrmeﬁve Actimt Required (Yes orNoy: No -

'I'ypﬁs of Actions: }{emedial' b, S mveatngauwe i, RODE Cinise: gg Actions to Preclude Recurrences.... X
13. CAR Imtxsxtm' Thomas Pa. . 1_‘4 ; m«_ . Dave: 8/25/03°

14. Respmise I)ue I)am* 9;3(}/{}? — © Corrective Action Plan Requived: Yes
Reqmred C‘orrectwe Action Complet pt Dater NA_ : \
I 18. a.Concarvence g 1o ft L% 82803 _ b NA .
Assessmont Teant Lc:mlel . . Date .  Responsible Assistaint Manager Dty
Co N
Qualiw Assnrangg Mmmgu ‘ “Trate

16. Co: rective A,etians I‘mlmsud by fhe Resp(mslble ()rganlzatiw. wse CAR Coutiuuat}an 8hee£

| 17, Aucaptanee of Propused (;‘arrectwe thns*

Mseﬁsm&m’l‘aammndex Lo Date

18. Ven ii‘icaaw: oz (i’orrewve Action Completiou. {Use CAR (;anmmauon &heet}

19a. Vemﬁzﬂ ﬁy'

Nate i S " Date
| 190, "Trend Cavse Codet,____

20, Closure:_

© v Qualfly Assopancs Manager _ L Date

L




CBFO CORRECTIVE ACTION REPORT

(continuation sheet)

E

Lo CAR No.s 03074 2. Activity Mo A0303 3. Page

i

Block §_
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CORRECTIVE ACTION REPORT
1 CARNos 03.075 2. Activity Report Noa A-03-05 3. Page _1_of 2
4 € mxtmllmg, fl)acmnent. M1’~Q&&I~ 3, Rev, 1 and w Q&SI* CBFQ Assessment Team Leacier-‘”,
54, Rov. ~ Wtk 52803
6. I{espoﬁsihle (}rganizaﬁmls &M’W‘“FP 7. CAQ Was Discussed With: Charles Callsy, Tesse
B Maolon

8, Requirement that was violated:
MP-O&ELE3, Rov. 1, Ssetion 1.0, ’E’m“posc:f%opa gtates,

"his pr Qw&ma applies to all AMWTP personnel and subcontracton 5, and ad dxesq%
+ Identification of & potential deficiency (failure, malfunction, deviation, violation of written vequirenients)"

See Continuation Sheet for additional requirements,

9. Condition Adverse to Quality: _
AMWIYP failed to document a programmatic deficiency by issuing a corrective action report to address the failwre of leadspace gas
operators to perform sections 4.12 and 4.13 of procedure INST-13.

Sox C‘mttimi:mtm Bheot for fi(‘milg. ]

1 &;um&swd Aﬂ:ﬁmw (Optimmi) N(ma

L1n, Signifieant CAQ ' (Yes or Noy: No
1th. Work Suspeusion Remmmwde& (Yes or No)t Ne
11e. RCRA-Related - : (Yes ov Noy: No

11d. Accelerated Corrective Action Raquire{i {Yes or No): No

12, ',I"ypc& of Ac:tftms: I{en‘mciiai. X nwmtigmve: Root Canses,, ﬁxeti@m- ta Preclude Recurvences X,

,,,,,,,

14 I&aagmnsa Due Dater____ 9/30/03 7~ Corrective Action Plan Il.equimi: No

Reoudred (“Wrtmti% Aa(mu Complefion Date: NiA

18, aConeurrencel YL - luiltdET B3 b, N/A

Asgessuant Teafh Leador Date Respunsible Asslstmnt Manager Date
o N : w——
e Qality Assurance Mansgor Date

16. Corrective Actions Proposed by the Responsible Organization: Use CAR Continuation Sheet

17, Accoptance (xi Proposed (A)l‘l cctive Actmm.

: .;‘54_\?&5_&% T ey W Ltmdm* ) Date

164 Wrifimtiw of ¢ m‘mciive Action (“‘mnplctwn. ("U‘w i,M{ Confimmtmu Sheet)

|- 190, Veritled ”Ii'y:

Name “Date

18, Trend Canse Codos

20, Closure;

s ———————
Cunlity Assurance Manager Pate
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CBFO CORRECTIVE ACTION REPORT

' (gontipuétioiy sheet)

1. CAR No.: 03-075 . 2. ActivityNox A-0305 |3 Page 2 of 2

Block# 8 :_:I»lequirement that was violated {continued) '
MP~‘Q&:$§«5 ;3, Rev. 1, Ser:tic;n 4.1.2 gtates,

“In the event of an undesirable situation; ;akmnditiou adverse to quality, or an unacceptable safety risk, the work shall be suspended
until the appropriate procedure change provisions are implemented."

Procedure MP-Q&B1.5.4, Rev, 1, Section 5,3.1 states:

"The QA Manager or designee wilf teview the NC;‘R_ recotd to evaluate the following:
¢ Determing if a Corsective Action Report and formal Root Canse Analysis are required"

Block #.9. : Condition Adverse fo Quality (continued)

Detalls: '

AMWTP NCR 3369 was writtento document the following deviations and a technieal resolution was provided with justification to use
the data “as is”. The NCR did not address o programmatic solution such as revising the procedure, and a corrective action réport wasg

|| notissued to address the programmatic issue. '

Procedure INS‘»T»OME was not follo wed in the :‘t“allm;vmg argas when ‘emalyzing' I’méd&pade.gas lﬁeitqhm

»  Retention thne windows 'wsr@' not caleulated per Section 4,12
* Surrogates were not monitored per Section 4,13

]
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CORRECTIVE ACTION REPORT
|1 carRNo.: 03076 | 2. Activity Report Now  A-03-05 |3 Page 1 of 2
4. Controlling Document: DOE/WIPP-02.3122 ' . 5, CBFO Assessment Team Leaders ,‘ 3
6. Responsible Organizations AKX, AMWTP Site V 7. CAQ Was Discussed Withy Shisla Hailey, Betty
. . ’ ’ S Tolman, Carolyn Abbott

8. Requirement that was violated:

WAC Bection 3.3,1 States:

“Forany of the ten 'mdjm;;.wi’idas.whose presence can be substantiated from AK, direct measurement, computations, or a
cembination thereaf; and whose measured data are determined to be below:the lower limit of detection (LLD) for that radionuclide,
the site shall report the character string “<LLD” fo the WWIS for the activity and mass of that radionuclide; otherwise a value of
zero shall be reported.” , ' ‘

9. Condition Adverse to Qualitys

The AR i&cord“indicated that Cs/Srwas not expected in this waste streath (REETS 1% and 2™ Stage Sludge), which results ina
1 “zero” entry in WWIS, However, NDA, identified C$-137 duiring agsay. The AKE identified and resolved the AR discrepancy

concerning the presence of Os«137. However, there is 1o indication that this information was commuticated to the WWIS Manager
who should now enter the measured value or <LLD.

10, $u§gm’wd Actions (Optional):

1ia. Sigxiiﬂcant'CAQ {Yes or Noj: No

11b. Work Suspension Recommended (Yeg or No): No
11, RCRA-Related (Yes or Noj): No

11d. Accelerated Corrective Action Required  (Yes or No);No

Jz._.’fype‘s qf;ﬂmtgmns: Renwﬁiaizwxmiﬁx}eﬁﬁgatiw:@ R{;o't:(_:auée:m Actions to Preclude Recurrence:__X__
13, ’GAR'vIni‘ﬂéxtof; | _D. Blauvelt 3 Jir ¥ & ij Dates,8/27/03

| 14. ResponseDue Dates__ 9/30/03 Corrective Action Plan Required; No
Required Corrective Action Completion Date:_ N/A '
18, a.Concurvened? FA ; ) & ”‘dﬂ v b, INA, W
Assessment Teans Loador . Date . Rewonsiblé Assistant Manager . Thte
¢ - NA e |
Quallty Assurivee Mariager - Date

16. Corrective Actions Proposed by thie Responsible Organization: Use CAR Continuation Sheet

19, Acceptance of Proposed Corrective Actlons:

© Assessiént Tontn Lewder " . paig ’

18, Verification of Corréctive Action Completion (Use CAR Continuation Sheet)

19a. Verified By:

;Name, : o : - Date

19b. “Irend Cause ;queaé

20, Closure:

Quality Assurance Manager ) Date
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CBFO CORRECTIVE ACTION REPORT

(coﬁtinuﬁti,on sheét)

1. CAR No.: 03-076

2. Activity No.: A-03-05

3. Page 2 of 2

Block #
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CORRECTIVE ACTION REPORT

L CARNox CAR 03077 Z. Activity Report Noo AD305 3. Page 1 of 2

sk

4. Controfling Document: MP-DOCS-18.2, Records Management | 5, CBFO Assessment Team Leader: Ax i ks

6. Responsible Organization: AMWTP Records ‘Méxmgmmut‘ 7. CAQ Was Discussed With: Robin Eickman »

4 Requivement that wag vialated:

AMWTP Management Procedure MP-DOCS-18.2, revision 3, Records Management, Section 4.3.2.2 voguires that all camp luted
records being transferred to the Records Managenent Center (RMC) be submitted with a completed AMWTP Records Transudttal
(Porm-1044) with the records.

9, Clondition Adverse to t‘g"uitﬁ'fy:

The following records packages submitted to the RMC were submitted to and accepted by the RMC without a “Records
Transoittal” (Foome-1044) attached: Form Packages 1007, 1046, 1089, 1090, 1183, 1184, 1212, 1218, 1249, 1274, 1292, 1308,
1309, 1310, 1348, 1354, 1355, 1356, 1368, 1369, 1370, 1371, 1374, m:ci!’cmnpm!mgei&?)

18, Suggizsted Avtions (Optional)y

11a. Signitieant CAQ {Yegor Noj No

b, Work Syspension Recommended (Yes or NoYs No
e, RCRA-Related ' (Yes or No): No

11d. Accelerated Corrective action Requived LYoy ar Nok No

12. Types of Actions: Rewedial: X Invesiagmw' Root Case: Actions to Preclude Recurrence: X

13. CAR Initiator: | Dater,, Q82503

. m»iwnw l)uc ;a:mw L 9130/03 (?Iarrcz-cii:wz:,s&ciimz Plan I{equix'éd: No
Required (f‘m*r%tiv& Action tmmpla on Dates L NTA

18. .i.f.;(nmwrmm'w/)f B-8-03 be..... NA o N

Assossment Tonoy Leader Doty 'Raspamti;!u Ansistant Manager Tinte
£ . . }\ffA
Quaslity Assurancé Mannger ~Date

16, (:m*m*m’a Astiong I?“mmwd by (tsg ﬁespomxbw Organization: Use CAR € antmu.&lwn &ix&e(

17 Awep(gmw xsf I’rapamﬂ (“m*rmti% Acttem.

: ’Asgessmjrzm Team Leader . - - - Thate

18, Verificatxcm u[ { ,orrwti'm Action Completion: {Uée CAR Continuation Sheet)

| 194, Verified By:_,

N " Prate

198, Trend Cause Codet

20, Closure:

Crality Assurance Manager Prate J’




(continuation sheet)

|
CBFO CORRECTIVE ACTION REPORT

1. CAR No; 03-077

2. Activity No.: A-03-05

3. Page 2 of_2




INSTRUCTIONS FOR PROVIDING CORREGTIVE ACTION RESPONSE

WASTE ISOLATION PILOT PLANT
, U8, DEPARTMENT OF ENERGY
Carlsbad Fleld Office

CARNO:
PAGE 1 OF 1

FN&TRQG’?EQNSIF@R COMPLETING A CORRECTIVE ACTION RESPONSE TO A CAR ADDRESSING A
CONDITION ADVERSE TO QUALITY

You are réqu_e«}smd to pravide @ corrective action In responss 10 this corrective action repart (CAR) by the due date
Identified in block 14 of the CAR. If this date cannot be met, provide a written requast for extension to the
assessment learn leader (block §). This request must Include justification for the delay and:-must be provided prior
to the due dale, '

The response shall address the corrective actions Indicated in block 12, As appropriate, develop the response in
ascardanes with the fcsflwing saquence and format; o

In order to devalop the CAR respanse, mrr"t»rm an investigative actlon to determine the extent and impact of the
deficiency and to Identify the root cause. Next, determing the actions required to correct the adverse cordition. The
response shall include the folfowing information, as appropriate to block 12,

1. Correstive aclion response for CAR #

A, Remedial Action-Desoribe actions required or taken to correct the specific conditions noted and any similar
conditions Identified during the Investigations.

B. Extentand impact of the Deficiency-Describe the Investigative actions performed to determine the extent and
Il Impactofihe condition-and the results. This will include & determination of the acceptabllity of any data generated
prior to resolution of the deficiency.

C. Root Cause Determination-ldentify the root cause of the condition as determined through investigative action,
4 D. Corrective Action to Preclude Recurrence-ldentify the actions required to address the root cause of the
condition Inorder 1o preclude recurrence, :

Il 2. For each action above, identify the individual assigned responsibility for completion of the action and the
anticlpated (or actual, If corplets) completion date.

.3, The response must identify the individual having the ove?*all regponsibility for sompletion of the corrective
I aclions, .
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CBFO CORRECTIVE ACTION REPORT

(antinuatioh Sheet)>

1. CARNo. _

2, Activity Report No

Ot

3. Page




